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7. Substantial Equivalence Based on Assessment of Non-Clinical Performance Data

a.) Testing was performed per ASTM D6319: Standard Specification for Nitrile Examination 
Gloves for Medical Application, utilizing the currently re-approved versions of the test methods 
there-in referenced: 

ASTM D412 Test Methods for Vulcanized Rubber and Thermoplastic Elastomers—
Tension
ASTM D573 Test Method for Rubber—Deterioration in an Air Oven
ASTM D3578 Specification for Rubber Examination Gloves
ASTM D3767 Practice for Rubber—Measurement of Dimensions
ASTM D5151 Test Method for Detection of Holes in Medical Gloves
ASTM D6124 Test Method for Residual Powder on Medical Gloves
ISO 2859 Sampling Procedures and Tables for Inspection by Attributes

Test results show that under the conditions of the testing, there is no difference in physical 
attributes between the proposed device and the predicate device.   

b.) Both the proposed device and the predicate were tested for use with chemotherapy drugs 
per: 

ASTM D6978-05 Standard Practice for Assessment of Resistance of Medical Gloves to
Permeation by Chemotherapy Drugs

c.) Biocompatibility testing was performed utilizing: 

ISO 10993-10: Biological evaluation of medical devices – Part 10: Tests for Irritation and
Sensitization.  Both dermal irritation and sensitization (Magnusson & Kingman) were
performed.
ISO 10993-11: Biological evaluation of medical devices – Part 11: Tests for Systemic
toxicity were conducted as had been performed on the predicate device.

All testing performed demonstrated that under the conditions of the test or study 
conducted, that the proposed medical device and the predicate device performed the same

.  

8. A summary side by side omparison Table is presented:
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510(k) Summary Table 
Comparison of Proposed Device to Predicate Device (pg. 1 of 2) 
Device 

Characteristics 
Test 

Standard Proposed Device Predicate Device 
K992162 

Comparison 
Analysis 

Trade Name N/A 

Brightway Brand Nitrile 
Examination Gloves, Powder 
Free, [Purple] Tested for Use 
with Chemotherapy Drugs 

Safeskin Purple Powder-Free 
Nitrile Examination Gloves Tested 
for use with Chemotherapy Drugs 

Similar 

510(k) 
Reference N/A K992162 N/A 

Common Name N/A Patient Examination Glove Patient Examination Glove Same 
Product Code N/A LZA, LZC LZA, LZC Same 

Intended use N/A 

A powder-free patient 
examination glove is a 
disposable device intended for 
medical purposes that is worn 
on the examiners hand or finger 
to prevent contamination 
between patient and examiner.  
Additionally, the gloves were 
tested for use with 
chemotherapy drugs in 
accordance with ASTM  D6978-
05 Standard Practice for 
Assessment of Medical Glove to 
Permeation by chemotherapy 
Drugs. 

A powder-free patient 
examination glove is a 
disposable device intended for 
medical purposes that is worn 
on the examiners hand or finger 
to prevent contamination 
between patient and examiner.  
Additionally, the gloves were 
tested for use with 
chemotherapy drugs in 
accordance with ASTM  D6978-
05 Standard Practice for 
Assessment of Medical Glove to 
Permeation by chemotherapy 
Drugs. 

Same 

Labeling N/A 
There are no special labeling 
claims. Does not claim 
hypoallergenic on label  

There are no special labeling 
claims. Does not claim 
hypoallergenic on label 

Same 

Regulation 
Number N/A 21 CFR 880.6250 21 CFR 880.6250 Same 

Materials N/A Nitrile Nitrile Same 
Color N/A Purple Purple Same 
Textures fingers N/A Yes Yes Same 

Design 
Configurations 

ASTM 
D6319-10 

Extra-Small 
Small 
Medium 
Large 
Extra-Large 

Extra-Small 
Small 
Medium 
Large 
Extra-Large 

Same 

Dimensions 
Length 

ASTM 
D6319-10 

All sizes comply with length 
dimensions 

All sizes comply with length 
dimensions Same 

Dimensions 
Width 

ASTM 
D6319-10 

All sizes comply with width 
dimensions 

All sizes comply with width 
dimensions Same 

Dimensions 
Thickness 

ASTM 
D6319-10 

All sizes comply with thickness 
dimensions 

All sizes comply with thickness 
dimensions Same 
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Part 10. Executive Summary 
Comparison of Proposed Device to Predicate Device (pg. 2 of 2) 
Device 

Characteristics 
Test 

Standard Proposed Device Predicate Device 
K992162 

Comparison 
Analysis 

Physical 
Properties - 
Tensile Strength 

ASTM 
D6319-10 

Complies with ASTM          
D6319-10 both before and 

after accelerated aging 

Complies with ASTM          
D6319-10 both before and 

after accelerated aging 
Same 

Physical 
Properties -
Elongation 

ASTM 
D6319-10 

Complies with ASTM  
D6319-10 both before and 

after accelerated aging 

Complies with ASTM  
D6319-10 both before and 

after accelerated aging 
Same 

Freedom from 
Holes 

ASTM 
D6319-10 
by D5151-

06 

Pass Pass Same 

 

ASTM 
D6319-10 

by 
D6124-06 

Less than 2.0 mg per glove; 
Pass 

Less than 2.0 mg per glove; 
Pass Same 

Biocompatibility 

ISO 10993-
10:2010 

Reapproved 
2014 

Under conditions of the test, 
Not a skin irritant 

Under conditions of the test 
Not a skin irritant Same 

ISO 10993-
10:2010 

Reapproved 
2014 

Under conditions of the test, 
Not a skin sensitizer 

Under conditions of the test, 
Not a skin sensitizer Same 

ISO 10993- 
11:2006 

Reapproved 
2010 

Under conditions of the test 
Does not cause 

systemic toxicity 

Under conditions of the test 
Does not cause 

systemic toxicity 
Same 

Prescription vs. 
OTC N/A OTC OTC Same 

Sterile vs. 
Non-sterile N/A Non-Sterile Non-Sterile Same 

Single Use N/A Yes Yes Same 

Tested for use 
with 
Chemotherapy 
Drugs  

Warning 

ASTM 
D6978-05 

Please note: Carmustine and 
ThioTEPA have extremely low 

breakthrough  times of less 
than 30 minutes 

Please note: Carmustine and 
ThioTEPA have extremely low 

breakthrough times of less 
than 30 minutes 

Same 

N/A WARNING: Not for Use with: 
Carmustine, ThioTEPA 

WARNING: Not for Use with: 
Carmustine, ThioTEPA Same 
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9.0 Conclusion 

Based on intended uses, technological characteristics and non-clinical performance data, the 
subject device BRIGHTWAY BRAND NITRILE EXAMINATION GLOVES, POWDER FREE, [PURPLE] 
TESTED FOR USE WITH CHEMOTHERAPY DRUGS is substantially equivalent to the predicate 
device K992162 - Safeskin Purple Powder-Free Nitrile Examination Gloves for Use with 
Chemotherapeutic Drugs Labeling Claim. 

The subject device meets the requirements of ASTM D 6319- 10 standards as well as 
applicable 21 CFR and meets FDA recognized, physical properti  requirements, pinhole 
requirements, powder free requirements, resistance to permeation by chemotherapy drugs 
testing, biocompatibility studies and labeling requirements presented in this document. 

There are no safety efficacy issues or new claims different from the "substantially 
equivalent" predicate. 

Based on the complete list of non-clinical tests, biological safety studies, labeling, intended 
use, materials  and processes of manufacture, the subject device herein proposed is as safe, as 
effective, and performs as well as the legally marketed predicate device. 
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